











CSL Behring LLC

Etranacogene dezaparvovec (AMT-0

Protocol No: CT-AMT-061-01

$07 $$9 K),;FR 3DGXD

7ULDO ,' &7 $07

9HUVLRQ
_XQ
3DJH RI

Category

Parameter (unit) Visit Statistics Value
Month 24 Overall (< LLOQ or >= LLOQ), n XXX (XXX.X)
(%) <LLOQ
Median X.X
Minimum, Maximum
XXX (XXX.X)
<LLOQ, n (%)
XXX (XXX.X)
>= LLOQ, n (%) X.X (X.X)
Mean (SD) X.X
Median X.X
Minimum, Maximum
Month 30 Overall (< LLOQ or >= LLOQ), n XXX
Median X.X
Minimum, Maximum <LLOQ, x.x
< LLOQ, n (%) XXX (XXX.X)
>= LLOQ, n (%) XXX (XXX.X)
Mean (SD) X.X (X.X)
Median X.X
Minimum, Maximum X, X
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CSL Behring LLC
Etranacogene dezaparvovec (AMT-0
Protocol No: CT-AMT-061-01

$07 $$9 K),;FR 3DGXD 9HUVLRQ
7ULDO ,'" &7 $07 -XQ
3DJH R
7DEOH 3RVW %DVHOLQH 1HZO\ 2RRXUAQ QY LRD ORY B RY IS B E MG BYEDRYUHIE WK @ 788851 WDHOLGL D
$QDO\WLY 6HW $00 6XEMHFWYV 7UHDWHG
All Subjects
(N = xx)
Parameter Criteria Threshold n/N1 (%)
Hematology
Hemoglobin (g/L) <80 XXIXX (( XX.X)
Increase > 40 to a value > ULN XXIXX ( XX.X)
White Blood Cell Count (1079/L) <2 XX/XX (( XX.X)
> 35 XXIXX ((XX.X)
Platelet Count (1079/L) [a] <50 XXIXX (( XX.X)
> 999 XXIXX (( XX.X)
CDA4+ Count (/uL) <= 200
Chemistry
AST > 2 x baseline XXIXX (( XX.X)
ALT > 2 x baseline XXIXX ( XX.X)
Alkaline Phosphatase >2x ULN XXIXX ( XX.X)
Total Bilirubin > 2 x ULN XXIXX ( XX.X)
Potassium (mmol/L) <3.0 XXIXX ( XX.X)
>6.0 XXIXX ( XX.X)
Creatinine >2 x ULN XXIXX (( XX.X)

n = number of subjects in the category. N1 = number of subjects with data for the parameter. % = 100 x n/N1.

ULN: Upper Limit of Normal.

Baseline is the last available measurement prior to IMP administration.

[a] Low platelet counts are only counted as being clinically significant if they occur >= 4 weeks post-IMP administration.
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